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564.14 General statements of substandard
quality and substandard fill of container.

564.17 Temporary permits for interstate
shipment of experimental packs of food
varying from the requirements of defini-
tions and standards of identity.

Subpart B—Food Additives in Standardized
Animal Food

564.20 Food additives proposed for use in
animal foods for which definitions and
standards of identity are established.

AUTHORITY: 21 U.S.C. 341, 343, 371.

SOURCE: 41 FR 38641, Sept. 10, 1976, unless
otherwise noted.

Subpart A—General Provisions

§ 564.3 Definitions and interpretations.

(a) The definitions and interpreta-
tions of terms contained in section 201
of the Federal Food, Drug, and Cos-
metic Act shall be applicable also to
such terms when used in regulations
promulgated under the act.

(b) If a regulation prescribing a defi-
nition and standard of identity for a
food has been promulgated under sec-
tion 401 of the act and the name there-
in specified for the food is used in any
other regulation under section 401 or
any other provision of the act, such
name means the food which conforms
to such definition and standard, except
as otherwise specifically provided in
such other regulation.

(c) No provision of any regulation
prescribing a definition and standard of
identity or standard of quality or fill of
container under section 401 of the act
shall be construed as in any way affect-
ing the concurrent applicability of the
general provisions of the act and the
regulations thereunder relating to
adulteration and misbranding. For ex-
ample, all regulations under section 401
of the act contemplate that the food
and all articles used as components or
ingredients thereof shall not be poison-
ous or deleterious and shall be clean,
sound, and fit for food. A provision in
such regulations for the use of coloring
or flavoring does not authorize such
use under circumstances or in a man-
ner whereby damage or inferiority is
concealed or whereby the food is made
to appear better or of greater value
than it is.

(d) Safe and suitable means that the
ingredient:

(1) Performs an appropriate function
in the food in which it is used.

(2) Is used at a level no higher than
necessary to achieve its intended pur-
pose in that food.

(3) Is not a food additive or color ad-
ditive as defined in section 201 (s) or (t)
of the act as used in that food, or is a
food additive or color additive as so de-
fined and is used in conformity with
regulations established pursuant to
section 409 or 721 of the act.

§ 564.5 Procedure for establishing a
food standard.

(a) The procedure for establishing a
food standard under section 401 of the
act shall be governed by part 10 of this
chapter.

(b) Any petition for a food standard
shall show that the proposal, if adopt-
ed, would promote honesty and fair
dealing in the interest of consumers.

(c) Any petition for a food standard
shall assert that the petitioner com-
mits himself to substantiate the infor-
mation in the petition by evidence in a
public hearing, if such a hearing be-
comes necessary.

(d) If a petitioner fails to appear, or
to substantiate the information in his
petition, at a public hearing on the
matter, the Commissioner may either
(1) withdraw the regulation and termi-
nate the proceeding or (2) if he con-
cludes that it is in accordance with the
requirements of section 401 of the act,
continue the proceeding and introduce
evidence to substantiate such informa-
tion.

[42 FR 4717, Jan. 25, 1977, as amended at 42
FR 15675, Mar. 22, 1977]

§ 564.6 Review of Codex Alimentarius
Food Standards.

(a) All food standards adopted by the
Codex Alimentarius Commission will
be reviewed by the Food and Drug Ad-
ministration and will be accepted with-
out change, accepted with change, or
not accepted.

(b) Review of Codex standards will be
accomplished in one of the following
three ways:

(1) Any interested person may peti-
tion the Commissioner to adopt a
Codex standard, with or without
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